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% August 31,1999 

i Re: GMP regulations for dietary supplements that affect small businesses. 

Dear Messrs. Williams and Vardon: 

The Green Turtle Bay Vitamin Co. is a small business with three part time employees and I .‘.. .’ - - . 
myself. I work a separate full time job, with evenings and weekends devoted to rur$ng my . _ :- - I:‘, .- 
company. We have only eight products, but I believe they are among-the fin&tin the market . ;- .: ,--’ 
place. We work with a medical~$o&r’&d c&&t, in cIeve&ping our forinulas. We contract out ii : i . ’ 
the manufacture of our products. The manufacturer we work with. ships our products to our 

I 

distributors and maintains our inventory for us. 

Your proposed regulations would do us a great deal of harm. We do r&sell a let of products. 
As a result we have exPerieni;ed:&at large manufactures are not in&rested in accommodatirig our . . m, /edA;-.aq I 
requirements. They require larger purchases th&wt3 cti afford to make; they do not\~have-time 
to work with our requirements & there is not enough‘profit it%& business for them. They try to 
direct us to accept generic produ&s they manufacture and pur o%label on these prddbtits. We currently have a comfortable relge,QG,.ij; ti& a.~~;rr~~~~~~~~~.~~o”~~~~~ .A.h + to . 

produce the products that we are proud to of&r the public. ‘In discussing theproposed 
P regulations with our cOntract ma@&$urzr, I do not believe.t@ ma.&fa@,urer,~ can ti@rn@qdate _ _’ . __. _ 

r* 
I 

all your requirements. 

4 The Green Turtle Bay Vitamin tq., Inc., RO. Box 642, 56 High SC., Summit, NJ 07901 * Member NMFA 
Telephone: 90@27?-22~Q 800-887-85‘35 ~FdC*9f#@%f?% /“’ ‘** ” 

.‘_I .,., _.,., ,,, 
. /.,~.,ic#..rXI , . _ ” _: . 

Internet: http:/bwkEnergyW&.doti xx 
-- ,, * ‘““~sc~“‘“‘-~~-*~~, *-:*” _ , 

E-rkil : *.rgai~@EnergyWavevWm/e.com 
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I have a probiem with the amount of analysis that is proposed. As we only order small quantities ^ 
of raw materials, we accept the analysis of the company selling these raw materials. In many 
cases these are the major drug dbmpanitk, h6w&er iux‘the case of herbs, these may come Erom o*her companies. *Ed are.very seIecti+g& &- ywwidF;;~s N& %..jig:LFor hstance bee pollen 

from faqq in our western stacks has not been + satisfactory as the bee pollen we have o&ined 
fjlom China. There are many qrediks iti our f6tiUlas. Tti’@j e&h orie analyz& would 
raise the price of our products fivk fold or mbie.’ dur prod&s are already ‘$rided too highly for . 
many that would benefit f%m them. In shoit, T&ik your prop&ed‘r&ulatidns would put us out 
of business. ., ;,,. 

Sincerely, 
^ ^ _, 

_,” .^ 

we -#lb- 
. - -_ 
i- . - 

Karen Horbatt 
Y President 

i 

1’ 
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,... The &en Turtle ~iqViti’iii~~‘cbl,‘ f&i. 
P.O. Box 642 

Summit, NJ 07902 

Visit us on the Internet at er .- Wave. corn yrEnwaye& .“A., I . . e-mail: webmaster@E py Ong __. .‘ I ._.. .I “se.. 

to purchase a very specitrl vitamin formula. A local doter, prior to his passing tit a ripe 
old age had sold it. Beck&of her own personal &per&&e with PowerVites’ 
effectiveiiess and’bebf oth$?&$~d &o benefit, she decided to manufacture t@ 
remarkable m&i-vitamin. The n@v productcontained improvements to the original 
formula based on the latest scientificfind&. ~%&ugh she began sefling the pro&rot on 
a local basis, others soon b&am; &$&of PowerVites, Tod@~‘“Q’heI&on Turtle Bay .+ a./ ‘r*..?Asb<Ly ” ,, *I* d -, , 
Vitamin Company sells its products across the states as well as internationally. 

Additional products have been ad&d based ‘on our cktomers’ ‘needs ^ 1 -, “, Dr. R&ha& , Cl *+,&e ,“* i- ‘,p* -.: :,I ::,a -i I ,+ i- I 
* 

Pode~2, MD a*d clinical ,“fkiSiii at the*&,;g-w;;a ?y;G.dvn’>Bedlcal school ofNJ’s, _ 
university of Medicine anil uiitikry, has acted as ,c~~~~~~‘~~~elbpin8;~~~s~ .- 

-; ‘- 

E formulas. Nutritionally aware; *he’ has been a tremerrdous asset in separating hype from 
nutrients that are truly helpi@ -. _ . . ” , ;- 
The Green Turtle Bay Vitamin Co. is a member of the ~A’@&&io&lNmitio~al 

. . ..;> - ; :- - 
’ Foods Association) adhering to true label practices. Our products have’been fouud 

acceptable for use by members of The P+igold Asso&iiori, an diganization dedicated to 
the education of food ~l&ji&: ‘“jY&‘&n find our @oduc& iti. hGlikfb6d ‘tiore$ a&d . 1 .- 
nutritionally aware pharmacies- Stores may order through health food store ar$ &rg 
wholesalers as well as firom us directly.- 

The products are advertised on local and national radio stations:. Articles about them 
have appeared across the country. Our founder was featuredil;‘&eAug& 36, i%%ssue 
of the national publication, ,&a~& Magazine. PowerVites was requested and used in the. 1gg6 *lympics by athlet$s~~~~u~sia;~iie;.,~or~~.~~ j+.+..* ,I, _ _ _ 

Mission Statement: To provide unique, effective, ,natura~~suppiemems that improve well __ :: ._ ewe 
being and make nutritional suppleme% c&%&s easy’ones. Simply strited,‘We offer 
Ewira0%i&y Niititibnfbi Ordinary PkopZi (thii d&S ioi m6ajl $ui cu+om&~ are 

h ordinary, as in reality they are well‘versed j,n ,nutrition -‘they just don’t want to take a 
6, gazillioti pills). * &’ ‘-. 
F 
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Office of SpeciaI Nutritionals 
Reguigtory Branch, Etlk45~ - 

FROM: 

., . - :- _ ..- . 
_ 

uC-7. Name: Karen Strauss 

Fax Number: a(bo - 0 7s.G Fax Nuqby: (202) 260-8%‘7“. ‘* ’ 
-. .,“. ,) * I 

Number of pages. L--AL-- 
Mailing Address: - 

- 

200 ‘TV Street, S.W. 
HFS-456 ’ . 
Washington, D. C .20204 

If you do not receive all of the pages, please call (202) &&-51’~% ’ 



July 20, J 999 

Dockets Management Bmncit (ljFA13~5) 
Docket Nlmlbc3 96NflcJ4 I? 
Food and Dn@ Administration 
5630 k?sher’s Lane, Raom 106 1 1 
RockviIle, MD 20852 

j : _ I> .’ , . . . _ 

To Whom It May Concern: 

1 am writing to express my concerns io C@QJ reg@fing‘th~ G&G& &on&i~ in+&s that any pTdpoSal to 
_( 

establish “good manufacturing pratiid regulations” for dietary supplements would have on my small business, 
as well as other small bu$n&sses’in ti;ejnilusis). 

., ,“.I _I 

The smail company that nranuf&ctures the producLs that 1 disuibutc h& beeh h$$$“the prodkts $nce’I$9k 
The company makes the hcrhal supplir&nts io’ the trahition~F&%ve $&%& bepamtion proce% that has ..Sll .*-.““.i, I *<i * xir, :.r~d~d$~,,.+ _ 
been used for hundmxis of years. To s.u&& t&t me; need to be replated rnsulls both the company and its 
cus1omcrs. 

To continue to protect the consumer, 1 recommend continuing to evaluate the kinds ?f,$l?i~E @I$? c&n 6, rr$e 
OI-I productlab&. 

I ^,_ r.*i .& 
A customer then knows what’they are purchasitig. ‘in&d@‘wbether the good&&le are 

stindardized or nor, or meet some k&l of quality control. Let us’iiIow c&npt%iiies^l~ provide thi in&mation 
to consumeq and allow consumem to make educated decisions. Increasedregulation will destroy many 
small business& (the Ii&blood ofour economy), tih wil&troy choiti for c-onsumcrs as well. 

Thank you fbr taking my thoughts into consideration . 

Best regards. 

Brenda Busch 
Presidcn~ 
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Froa: 

Center for Food Safety and Appl,ie$ Nutrition’(CFSAN) 
Mark Pieloch; President of Pharma Chemie Inc. J^s . 

Subject: Proposed CGMP Regulations for D”ietary Supple&nts 
. _ 

. 
I am Griring to FDA in response CO a letter that I received _ .“-.- 

this past week regarding FDA’s Center for Food Safety and Applied ,.--’ 
Nutrition’s (‘CFSAN) ‘interest in estab~lish$ng‘cur~r’kn~t good”ma’n&f‘ac- I’.--*.^.‘- 
turing practice (CGgPE) regut’ations ~for the dietary supplement 
industry. 

From this letter Pharma Chemie inc. woUld- like’to make the 
following points kndwn: 

1. The estabiishmenr of drug CGMPs on the ‘dietary supplemenr 
industry would have a very neg”ative impact on the dietary 
supplement industry. The cost of administering drug ‘CGMPs 
would be cost prohibitive, since dietary supplements selX for 
a fraction of the price of drug products. By impleaenting- 
drug CGMPs on Jhe, dietary supplement industry, the cost of 
nutritional/dietary supplements would i<<rea.se si’g’n’ifican‘y-ly 
to the consumer‘ within the United Stakes of America. The 
higher cost of i:aplementing industry’compliance with drug CG&’ ^ i*, .d*.u-a. ,,(,(j ~.$ >. _ 
regulations would cause ‘biih&r co‘ii6-~~ei’~~~~oducr prices, which 
would result in less of these product‘s being avai1a:pJ.e Jo ibe 
bulk of consumers withirt’tfiis cbuntry. 

_,; -2 

* 2. Dietary supplemenrs are in fac*t sold m ‘ore often as nitrirional 
OT food suppfeinents, rather than. as drug products. Thus. 
dietary supplements would be best regulatbd under food CGMP.s. 
The use of food c”a%fPs 

,:, -I-m ,i”,: .x.,.~, .- ‘/, I et*, 
would, be bestOlbr”t”he ‘inbusri;‘and the 

consumer.’ The ccjst’of. ail”‘aietary ‘supplement mgVnyfacturers ro 
implement food CGMPs would be m inima’l,“.‘ thus dietary suppi‘ement 
product prices s>hould not rise signific?ntPy to the constimer. ,,,., _““, jr.~ ,.,,. XI, ,.” WI”.+** iy-?S’ 
The use of food CGNPs &u-Id provide th‘&‘*@~dietary supplemenr . ? . 
industry wi rh regulations ihat wauld ‘ad-dres’s ‘cons,um~r’..“~r..b’dduct :,_ 
safety issues, while ma”intairiing an iirdustry eqvironmenr 
beneficial to the coosumcr from a product pricing perspective. 

3. The implementation of food CGMPs would have a mJ”nimal impact 
on smal 1 bus ine;s.s ent i r^i$‘s’.- .‘such -is ‘Pharma dhemie 

: I’ ‘T  j i n $ I We 

CUTTen ly already produce a 1 I. cyf 0Ur &^ierary supplements 
following at a m inimum food-CGMPs atid $ou’ld hive no’?‘o$;idi”ig&e 
issues with all’ dietary _supplem&t 
food CGMPs’. .I 

manpfacturers ,following 
< 

E 
/ 
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Please consider this letter as a respanse 10 CFSAN’S requist ‘. 
for comments on rh;e issue of CGMPs for the dietary supplement : .ewm- 
industry. I will be unable lo art&d %$“sx~“‘Ju’iy ii, 1999 public 
meeting ,in Las Veg’as due to previou,s cqmmitments and‘ the short 
leadtimc of notific’ati’bn ‘of fhis ‘mketi’ng. 

. . 
8 

., “.“., I.. 
. . . . ., I (. . . 4 ,. 
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Mr. Peter Vardon 
Food and Drug Administration 
(202) 260-0794 
&lgust 16, 19% (3:30 PM) 
Four (I,) Pa@ in&ding cover 

Dear Ted, 

Formulas data as requested. Still need to give Cholesterol formula more thdughi. 
Thoco arc all quoted as good to cxoollcii~ f&%&s (p&r@) using top $~&f~‘iri~rodiants. 
A starting point. Much to cot@$er yv1j-1 regal-d to usage pateri-ts, dosage, quantities, 

(L: packaging, etc. _. 

Will get you the catalogue info tomorrow. 

‘Best Regards, 

Ed 

c 
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s Comments mede ‘by 
Edward M. Ll66k&fSn, Pharm.D., MBA 

Small Dietary Supplement Industry Businessman, Consult&t & ‘ * ,.L*>.~,(,sa~ _ e ‘ 
Adjunct Ass:ooia$e prdfes&%~ of .,~~n~!:ciil:~P~~~~~_macy Pra%lce 

Regetrdlng: 

. ., 

Current Good M,+~uf@,clturlng Pra&ic& ‘In ~“M&U’&$ti~l~~; .’ ‘. ..^__ _. _. ,^ 
Packaging, or Holding Dietary Supplems’n~&‘ ’ I a6 prlnted ln the Federal Reglst%.i .~~~~~~;‘“w;d;‘,~~~, ._,. . 

Thursday “February 6, ’ i&f ./’ Pr‘oposied *‘thfiis’ ~. 

x 

General Comments . - 
j- _ 

There is no doubt in my mind that the Dietary Supplement industry need GMP’c of the - .- . _ -..- _ 
type proposed in the re~.er~.~~~~d,~,dqc~-~,~nt. Presently a great ‘number of 6uppliers of ((.. .++‘l”r* .*r._~“.ol-,*.,~r 
raw. matariajs and rn.ar?ufact~lcrs,,‘~6,d Ipackagers of finlshed dosage forms seem to 

a operate without the knowledge of or wlthout any concern for policies and piocoduros 
that I fool arc essential to dafsty, potency and quality. 

At the same time, there are facilities that operate under drug’li&nses or setf i’mposed 
“GMP’s” and decfiqx~e .a grebt deal of effort to produce products that are safe, meet 
appropriate potency standards, and are of an overall excellent quality. Tho‘hi$jher 
costs associated with operating a GMP type facility put many ‘diligent companies at a 
qumpetitive disadvantage to’those ilt’lat operate in a haphazard manner. T !le poorly 
run facilities put the entire industry in jeopardy by fostering doubt in the publics mind 
as to the safety, potency and quality of all Dietary Supplements. The ‘poorl$ run 
facilities also are more likely to subjedttthk public to a~pot&%all$- h~~l~e”rS&feity risk’due -- 
to their lack of knowledge and the desire to acquire It, a general lack of accbuntability, 
a greater tendency to make ‘mistakes and a relative reduced ,ability to detect mistakes, 
and in many Gases, I believe, a tendency to put -profit ahead of prof&sional: ethics, 
common sense, good science and the simple desire to do things correctly. 

$l We need rnandatcxy Nutritional GMP’s if o.ur industry is to continue to grow and 
prosper in an organized and responsible fashion. The products that we are capable of _ 
bringing to market are just to imponant lo the public good to b& treated car@&sly.’ Our 
industry needs to be cornrnit$ed JO sqund G;MP~ policy, and the enhanced safety, 

a potency, rellabfIlty,~a~countability and- pveraJl quality that &-professional +.I well,. - 
defined system of operating pollcles can help to insure. ” . 

,: 

I. .- 

Lets get these G.MP$ going’as soon as possible. 
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Specific Comments 

i In the context of tha rowarks .mgdc,.qbovc, I would like to thpnk the FDA. for:rocognizing 
the vast gap that exists batwocn large and medium sized Dietary Supp,joqcnt 
Companies and small comCjanies (under 20 miilidn &%rs’i@nhti&i &tii&) W ith _ 
regard to their ability to cotiply with sever&f‘ selected policle& that hav6 been otitlined _ -I 

l In the Proposed Nutritional GMP’s. 
As an entrepreneur, small bu&tossman, and consultant to a number of small Dietary 
Supplement companies, I am not anxious to see policies ad&@ed ttiat W ill drive small 
companies out of busincsc. Sm~ll‘~~mpahi~~~rntike up a very I&rge segment of this 
industry and we need’ib be able to’bring them under a.GMp polic$ that W ill provida 
the desired outoom~e (improved safety, potency, quality, acooufitability, etc,j without 
subjecting thorn to an unre&li@ ic oomplianca burden. if approaches can be found . 
that will allow the most critical safety, quality and potency i&%tes to be addfessed in an 
adequate manner (a statistically acceptable manti&-) that also l&sei~s the ecoilomic 
compliance burden for small companies, then f thirik w6 r%d”iG lincf i&h arld adopt 

-, .,,. ^., 
_ 

thorn without delay, 

My specific suggestions are as follows: 

1) QMP Policy Implementation Period 

t4 The overall provisions of the proposed Dietary Supplement GMP’s- are - 
reasonable,and,_acce:ptable and shduld be implemented as soon as possible. 
An implementation period of approximately 24 ,tno& shook3 ‘be tid&$aie for 
any company (large 9r small) that is serious about the resp6nslblllti& inherefit 

. In ttie operation of their business and is commltted to follow this poliby. 

c 

2) Large versus Small  Company Cori$llance +fiiti3gies ” ” . . :.:.’ 

Large companies have more resources (human Gxperlfse. &id capit&id diieci 
toward QMP implementation Issues and are vety capable of cre&tir$ their own ’ 
internal implementation policies, quality control and ltibortitory proc&ses and 
procedures, and other compliance methodologies. ‘Small’ companies do not 
typically possess the depth or diversity of human expertise and capital 

, resources to allow tl+m to easily deal with lhe creation or im$etitintation of 
policies that may put a great deal,pf developt’t~enial,bu~derl or1 the cijmpanjl 
itself. ‘ ,* ,,.i. *,. *,I Small  companies wiii n&d h&l* tiih”l<sti6i;‘Il~~;” t&s$Kl’$ standards f6r 
raw materiats and finishe;?,,product stability issues. The FDA-can’ piajl a vtir$~ 
critical and helpful role in lhis regard by working wlth Industry groups to help 
establish methodologies, standards and other crlterla that c&t be directly 
implemented by small companies wlthout the rieed’f6r extensive IntEimal 
development. Large companies can create their own compliance procedures 
while small companies will need as&ia~fi&lii “&, i&g$i3’if ft,,e o&&e iS to b6 
reliable and of beriefli t‘o the company and the~g&&‘~ubliti. 
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Quality Control Tcijt,ing of Raw lVla~Wi.al~ 

Please refer to $9 section,t~~~~~ ” ..*. ̂, 
” “‘Productla?n ,.,a Prciceee Contrq~l~fs, 

part c, Handling a~h”&%~~~ of Raw Materials ‘# I-10 

I believe t!lat writ@ policies are veti important. As lorig as an adequate 
Implementation period is provided, GMP’s should matida@ that $!I c+mpany 
compliance policies be in writing. 

If l-6 seem acCeptable as written. 

# 7 (i, ii, iii) seem acceptable as w&ton.. Most r~ljable, raw r?na+rial 
suppliers provide Certlflcates of Analysis that provide test 
results and data for filth, mlcrobiologicnl, toxlna. Large companies 
with significant in-house labs and professional” staffing tiill mokt 
Ilkely repeat these tests on ovary incoming batch of raw 
material+ Because ,many stiall companies do not have ,adequate 
laboratory facilities or expertise to perform the66 tcGt6 IQ a rs@ble ‘,, 
manner jt is often ~IZ+~W+IJ to for them to 6end materials tg an 
outside jaboratory for testing. This Is an ticceptiible process . . 
for the purpose6 of valiclatjng a suppller and &tabH&ing the - . I-m. 
reliability of ihe Cetilflctite”of ‘Ai%@& ‘th8they ijrotilde but it would 
present .a huge econornlc and logistical burden if the small 
company was forced to send out samples of every incoming 
batch of raw materlals~, S.~~~J.,zprnpan@s tend to purchase raw 
materials in small quantities (often in kg or tens or kg qirantities) 
for a specific order, rather than buying in large bulk qudntities for 
multiply w;rders. These small purchase quantities result in iab’ 

. 

cost adding a very significant burden to the per Kg cost’of the 
raw maferiai. The use,of out&& labs alli0 takes’extra time which .l_” j,-, jl I- _ .a,%~ ^- e* cl,l.“,. . -w ,I. S,‘,,.,” I_ li Ij , . __ /, f , 
can cause significant delays In production’that can make, a small. 
company uncompetltlve. 

- Vie’ ti&$’ of oulslde labs for Ihe vz@d.aJip!!. of 9 supplier should be - , - 
acceptable to most Sm&ll companies (icoiiomically feasible) as ^ _ .-^’ . 
long as supplier Certificates of Analysis, once validated, can be .. 
acceptable to the fulfillmenj of ttie testing poiicies. ’ 
The FDA c&n play a valuable role in expediting this process by 
working’ wiih Raw M&&al suppli&rs to St3 “minimum .s~&#Jx& for, 
bulk ingredient testing sti lhtit 6mall !nan..$actutr~rs with limited ,. “I ,,?‘̂  , :.:.: :- 
economjc leverage CELR be assyred pf getting the docurnent@on 
th&y’need’y<“cdm$y tiiih the i;&jul&citis: Large cotipanies would 
also benefit from this efiort’ but it b -noi 50’ crii’i%l to tli%-~ because ^pI/ .7 ..,,. ,_ x, ,),; ̂  :.-- . ..^ “.: .!‘“. “: p, .*_ ;I,_j ___,,, 
they have enough pu&%si~~g pow&r to 

,, 
demand this type of 

perfurnrance lrom suppliers as a requirement for doing business 
with them. 

. 
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I w o u l d  a lso  l lke to  s e e  a  D o m o e tic Test ing  r e q u i r e m e n t fo r  a l l  
r aw  m a ter ia ls  o r ig ina t ing  o u ts ide o f th e ” U S A . Th is  w o u l d  h e l p  
insure  m o r e  re l iab le  a n d  a c c o u n ta b l e  Ccr$ f ic&e o f A n & lykis d a ta  
th a n  th a t wh ich  Is o b tu i n o d ’o v o r & @ is & n d ;simp ly  p h o to & p i e d  
o n to  th e  supp l ie rs  le t terhead.  I w o u l d  l ike to  k n o w  w h d tes ted  th e  
m a ter ial ,  so  th e y  c a n  b e  h o l p  a c c o u n ta b l e  if resul ts  p rove  to  b e  in  
error .  I a m  su re  th a t b o i h  th e  F D A  a n d ,ou r  i nsu rance  carr iers  
w o u l d  fin d  th is  to  b e  o f va lue .  “, 

#  7  ( iv) Id e n tity Test ing  o f Ravv  m a ter iafs ~  : 
M a n y  smal l  c o m p a n i e s  d o  n o t h a v e  th e  i n -houso  cnpabi l i t ios  fo r  
r u n n i n g  soph is t ica ted tosts fo r  a n  eve r  i nc reas ing  r a n g e  o f r aw  
m a ter la l+s,  O u ts ide + tin g  o f every  (smal l )  b a t& i o f r aw  m a ter ia ls  

I 

cou ld  dr ive  th e m  o u t o f b u s i n o u v  ** d u o  to  tti’o o ti’o n o m i c  b u r d e n  
assoc ia ted  wi th th o  6 o a ta  a n d  d e l a y &  th a t th &  cou ld  c a u s e . L a r g e  - . 
c o m p a n i e s  o rde r  l a rge  b & i tches’ wh ich  arc  th e n  a p p r o v e d o n c e ‘ 

-^.-- 
- ^  _  ar ,d  r r ray b e  u s e a  i,l do i .ens  o f f:;;i.;l& & /ns,‘ “‘$ m a i ’i & & ;; l i janies 

o rde r  r aw  m a ter ia ls  o n ’ m o r e  o f a n  “a a  n e e d e d ““t% @ ~ ~  ar id’ m iglit  
e n d  u p  p a y i n g  fo r  m a n y  m o r e  test  p rocedures .  T h e  c o & & i  
de lays  - :Feo+ted  wi th ih is  c o n e ta n t tek t ing  o f smkl l  b & h &  ‘w o u l d  
b e  a  cash  flo w  a n d  loglst ical  n i g h tm a r e  fo r  smal l  compl in ies .  

;_ ,_ , 
P resent ly  I u t i l ize s imple ,  ~ ~ o l ~ - i ~ ~ s ~ r U ~ ~ ~ e ~ ~ t~ I m e th o d s  fo r  ver i fy ing 
th e  i d e n tity o f r aw  m a ter ia ls.  T h e  p a r a m e ters  th a t 1  u ti l ize fo r  th is  
p u r p o s e  inc lude;  color ,  par t ic le  s ize ( p o w d e r , g ranu la r ,  e tc.) o d o r , 
tas te  (as  appropr ia te) ,  e tc. T h e s e  s imp le  m e a s u r e s  h a v e  a l l owed  en-o rs  tq  b e  recogl i l‘~ e d ’in  a  nui i i i t jer ,df - fn~~ancirs.  (It w ”i jura”s‘&  G g i’jl-’ . 

h e l p fu l  if th e  F D A  a n d  “Supp l i e rs  cou ld  work  o u t a  & i m p te  sys tem o f :’ 
no rG lns t rumen ta1  ana lys is  o f r aw  m a ter ia ls  th a f w o u l d  se rve  to  
revea l  typical  m ix-ups ‘&  va l ida te  i d ~ titi~ j% ~ o n d  & y  t$ a S o i i a b l e  
d o u b t v & e n  .a l l  d & u m e tita tio n  & ~ p p o r ts th e  fin d i n $  T h e  ‘F D A ~  
m ight  a l so  work  wl th indust ry  to  h e l p  d e v e l o p  s imp le  a n d  
i nexpens ive  ins t rumenta l  tests m e th o d o l o g i e s  (us ing’ k iexpens ive  
e q u i p m e n t) th a t w o u l d  p rov ide  e v e n  g rea ie r  i nsu rance  o f ./. 
correct  cay  m a ter ia l  @ e n tity. Th is  type o f th i n g  cou ld  b e  p h a s e d  in  
to  a l l ow smal l  c o m p a n i e s  to  r e s p o n d  & p p r o p r i a tely.  I w o u l d  love  to  
a tte n d  .a  jo int  F D A  / In d u s try / L a b o r a tory  $ p o n s o r e d  s y m p o s i u m  
th a t w o u l d  cover th is  topic .  M a y b e  a  tih o fe  G - ies o f G jmpos iums.  

7  (v) T h e  u s e  o f supp l ie r  Cert i f icates o f Analys is ,  f rom va l ida ted  
supp l iecs  Is e s s e n tia l  to  a  s o u n d  a n d  economica l l y  feas ib le  
G M P  po l icy  fo r  S m a ll C o m p a n i e s . 

A ll o the r  par ts  o f S e & e n  C  - P roduc t ion  a n d  P rocess  C o n trols a r e , a & e p t& b l e . 
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Please refer tq the sectiqn titled 
“Production &” ,.Prc$qgs C?ntrde, 
part d, “Manufacturing C)porhtion&, # l-17 

# l-10 seems rqwonable I ’ _- 

c 

# 11 Written Procedure8 for the testing of finished produots. 
Many small faciliiies do nof haticS claboraie in-house ltibor&toriee _. .^.. 
and do not have the ability to do comprohonsivc analy8is of 
finished products. Pleaee’keep this fag& iri ‘kind tit%& $Gu- 
finalize this part of the GMP’s I beli&e that elaborate t&sting is 
not necessary to establish finishod product quality”if otti& aspects 
of tho ni&Gfacturing pro&c are Ij@eF’&‘mahti~ed~’ Impute ‘data ‘, 
can be very valuable with appropriate mixing and fim’it&d finished 
product,testing. Many t8sting procodu&s~%t inGolGo-‘ ” 
lnetrum++ntai enalyals will need to be sent to an, dependent 
laboratory by small compbnles and this o&Id result in ‘Funaway 
costs if the requirement8 are not ‘carefully controlled. 

Please refer to the spAiqn titjed 
“Qualfty Conti-ol & Labtiatory Operations, 
Part d, Expiration ‘Dating ## 1-2 

The establishment of rational crlterta for the E#iation Dating of many 
dietary supylanrerrts o!trn presents a significant challenge to small. 
companies, and q&e p&sible to lar& i;d’i%jj;iii$e& as- &&Ii. ‘” ” ” 
The potency and eXpfiatiori test@ ‘ijl ‘mo$t drir$s and sin&e dntity 
nutritional products is pretty siinple as the a&$&s cari’ be conducted in 
pretty much a textbook manner. Complex multi ingredient Vitamin, 
Mineral and H&-&l products are often mutt! more ~dRIiCiil1 tisi;titise’ of - 
significant intatief&nc& ‘cr&&$d‘ by ‘ihe variou~“in,@edients. I tiav&‘spend: 
a small fortune with independent tabs trying’ to get a correct ahalysis of a 
product that contains a very accurately known quantity of various . -- -‘.. 
vitamins and or minerals. Ttiis type of analytictif procedural 

_ - : 

development is very costly for large eomp’ani&‘&nd next to ci%possible ’ 
for small companies. Botanical testing of multiple herb prod&s iS even 
more complex and is in some cases pretty ‘1tiud1-r irnpossibl&&ii& with 
virtually unlimited resources. When you can’t get an adequati3 analysis 
on the day of manufacture, illsi impossible io achieve the degiee of 
consistency that is necessary to detect ingredient pdtency loss during a 
normal expiration trial. Rolling the dice is almost as reliable as the 
known scientific methods for the dating of some multiPly inyr&.ilerlt 
botanical formulations. Many companies (large and small) just give 
their “properly formtilat&d’k-kl mtirkfactured” @AZ iho (2) year 
expiration dates as a policy because they can nut est&lish a’ reliable 
means of arrivi;lg at a more scientific or suppdrtabl& expiratioh ‘date. . 
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small comp&nies that must send%th,i.s type of work to outside laboratories 
will be unable to ea~,mply v&h Expiration Dating Poiicics udeSS the 
requirements can be greatly relaxed. Sma!l companies will noad a great 
doal of assistance if they at-6 to comply.with etien the most min&ima! 
standards for expiration date testing. 

The scientific problems asso,c#iJe$ with ,rattonal expiration dating for , ,& : a. r i,,ss. ,* 
complex dietary &pplemeni f6rmuiatlqna.,+re, not,,iho ,on!y problem. 
Because c$ the~,nstum ,of the, industry and tha market, our industry : ^ “_- ./. ,*A, x1> _. 
relies heavily upon contract manufacturers-for @jeh,ed products. A ^ . :. 
typical contract man~fact,~re.r. produces finished products for a great ._ ,_ ‘“.:- 
number of “bra<id” companies that range In ‘size from large (I 00’s of : 
millions in annual sales) to very small (tens of thousands of dqlik+rs in 
annual sale@. Batch sizes for typical tablet and capsule products range 
in size from maybe 100,000 dosages to tens of millions of dosages with 
the typical batch size for small customam being less than 500,000 
dusages. These products may be mantif&tu.reJ ,on a regular basis or 
they may be is&ted sfngle’ runs ihat are never repeated. . 

Rigorous Explratlon Date te’stiny would be very difficult, both financially 
and logistically, for a company to provide when they are manufacturing a ’ 
batch of 100,OO - 250,000 tablets for a neti’custome? (or even’s large 
existing customer for that matter) and have r&de& as to whether they . 
WIN ever receive a secqnd or&it- for this product (frequently they will not - 

- because of short product cycles and consumer driven trends). The . ’ 
finished product may be all sold by the‘time ev&i acceierated f&ding can 
be accomplist%d and $ubstiqu&t orders may ‘be fdr iiGv Carstons of the 
product or for totally different product altogether. 

On small batches, good expiratlon date testing could easily double the 
price of the produd on a per thousand cost basis, Cusiomers ‘are 
generally not willing to pay for this type of testing (it would put them out ‘of 
business) and manufacture’s can not aff6rd tbIc&f for it ehher becauSe of 
their tight marg’ins. 

The only peoplg who c&n current!y both afford traditional gtabfiity testing 1 
and l1avs.jh.e ,resourcg$ to @tte\ml% it on complex products are the ” _’ “. - 
very largest brand name companies (Amway, kferbalife, etc.) or the 
large pharmaceutical companies. Rigorous Exfjirati’on Da6 testing 
requirements could drive all but the largest companies out of business 
and result in th,e Dietary Supplement lndust!y being absorbed by drug 
companies. The consumer would not benefit f@h this outco.tie a$, 
prices would go up and the wide range of available products and 
innovative new product developm&if’&oLkJ be diminished. 
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Small, and for that matter, even large Dietary Supplement covpanles (all 
of whom are cl~,q~s ,,@ep, cpmpat$d to ihe drug cornpariibbj will need a ’ . 

great deal of assistance from th,e.FPA‘if,,a, r$i&.. &d#fo:d@@ ,:fl”c$od pf” 1 _, 
determining reliable expiration dates is to be developed. 

I feel that qnjij[s&rq can. deliver Q miracle, we should be allowed to __ I “‘l _*,p< I. .,I _, i” ‘. ,l”. ._ *,, 
use available ingredient staI#lty data to pr‘tijoct a conservative but 
reasonable explration date-if*pur.,product are- formulated to contain a 
minimum of 100, % of the ,I&$!,~&J~~ at the time of manufacture. Good Id- c . ri SW*/ . . . ..l I<,, .-II;., ~“d_-t..“.arr.~.* .,.>” :(*“.. * ,. j,- * 
companies already utlllze overages to provide’for full botency through&t 
the lifetime of their products, and beyond (based on concew#ive 
expiration dating) and 1 believe that this apprcjach is a -responsible and - 
acceptable one in consideration of the economiG and sciontifilc limitations I 
that are currently present. 

r 
-^ “I 

Longor expiration dating could be optlonal for those companies that can 
afford to invest in the development of reliable testing methods. 

Closlng Remsrks 

Please keep in mind that we are a industry in development and that we are anxious to 
move folwar-d at a rate that can be supported by good science and a reasonable 
investment of time, effoft and capital, 

Your reasonable approach to GMP’s will wilhoul a doubt, add value, safety and quality I_ 
to the producfs we offer. Most of use (particular-ly the’sm~ll‘co;n~~;iies~ ‘do ‘% have * . II.-- 
access to rocket engines to propel us into the stratosphere in a single bound. We do 
however have strong legs and a determined attitude an5 a!? ,~ltilng to r;llrnb a 
staircase of undefir&d”ltingth,‘cjn6 step at afi’&e. ^ 

- . . 

Thank you for your kind consideration of these comments and please accept my 

6 
apology for taking so long td get ih6m tci‘ you. -I ‘have a btisiiiess to ‘r~~‘and~~~e~er have 
enough hours in the day to accomplish as lnuch as I ~wolilti#$t< ” ^ “-’ Vl ‘- ’ “. 

,,*,. 


